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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 10 December 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 13-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 13-17 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
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1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.^ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/10/2008 has been entered. 

Status of the Claims 

Claims 1-12 and 18-20 are cancelled and claim 13 is currently amended. 
Therefore, claims 13-17 are currently pending examination for patentability. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 13-17 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 13 recites the limitation "said biological material" in lines 4 and 5. There is 
insufficient antecedent basis for this limitation in the claim. 
The remaining claims are rejected for depending on a rejected base claim. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue; 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1. Claims 13, 14, and 15 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Masaru et al. (European Patent Application EP 0728469 A2, 

Published 08/18/1996) as evidenced by CRC Press (Definitions, Conversions, and 

Calculations for Occupational Safety and Health Professionals Third Edition, Published 

2006). 

Applicant Claims 

Applicant claims a method for protecting biological material from cell-damaging 
factors by contacting the biological material with phosphotyrosine. 



Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 
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Masaru et al. teaches an endermic liniment comprising at least one 
phenylalanine derivative or it's salt to prevent and/or improve chloasma, freckles, and 
pigmentation in the skin after sunburn. (See abstract). Specific phenylalanine derivative 
include O-phospho-L-tyrosine, O-phospho-DL-tyrosine, and O-phospho-D-tyrosine. 
(See page 3, Lines 1 1 -1 7). The mechanism of the development of chloasma, freckles, 
and pigmentation after sunburn is generally believed to be the formation of melanin 
pigment due to ultraviolet light stimulation from sunlight followed by abnormal deposition 
of this pigment in the skin. (See page 2, Lines 11-14). 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

Masaru et al. teach a list of phenylalanine derivatives that can be used in a 

liniment to be applied topically for the purpose of preventing and/or treating chloasma, 

freckles, and pigmentation in the skin after sunburn. Masaru et al. teach that among the 

variety of phenylalanine derivatives, phosphotyrosine is listed and it would have been 

obvious to use it in a liniment for topical application. 

Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art to apply a 

phosphotyrosine to the skin in order to prevent or improve conditions caused by 

exposure to UV light. One would have been motivated to do so because Masaru et al. 

teaches that the active agent can be a phosphotyrosine. With regards to the cell 
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damaging factor being "ionizing radiation", CRC Press teaches that UV light does in fact 
fall under the category of ionizing radiation. (See page 8-3, 8-6, and 8-7). For the 
foregoing reasons the instant method would have been obvious to one of ordinary skill 
in the art at the time of the instant invention. 



Response to Applicant's Arguments 

Applicant argues that Masaru et al. did not teach the use of phophotyrosines but 
only has listed along with other compounds taught for utility in preventing/improving 
chlosma, freckles, and pigmentation in the skin after sunburn and therefore no 
conclusion as the UV protective activity of phosphotyrosine can be gleaned from the 
teachings of Masaru et al. Applicant's argument has been fully considered but found not 
be persuasive. A reference is not limited to its working examples, but most be evaluated 
for what it teaches those of ordinary skill in the art. In re Boe, 355 F.2d 961 , 148 
U.S.PQ. 507 (C.C.P.A. 1966). In re Chapman, 357 F.2d 418, 148 U.S.P.Q. 711 
(C.C.P.A. 1966). Masaru et al. teach the phenylalanine derivatives including 
phosphotyrosine are useful in protecting the skin cells from an abnormal production of 
melanin due to the effects of ultraviolet light stimulation. 

Applicant further argues that the new limitation to claim 13 that the selective 
protection of biological cells is not taught or suggested by Masaru et al. Applicant's 
argument has been fully considered but found not to be persuasive. Masaru et al. teach 
the application of phosphotyrosine to human skin, which is inherently non-transformed 
and lacks any transformed cells. Therefore, it is the Examiners position that since the 
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composition being applied is not structurally distinguishable from that instantly claimed it 
would be expected that the selective activity would be implicit to the method taught by 
Masaru et al. For the foregoing reasons claims 13-15 is rejected under 35 U.S.C. 
103(a). 

2. Claims 16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ramsay et al. (Ultraviolet-B Phototherapy for Eary-Stage Cutaneous T-cell 
Lymphoma, Archives of Dermatology, Published 07/1992) in view of Masaru et al. 
(European Patent Application EP 0728469 A2, Published 08/18/1996). 

Applicant Claims 

Applicant claims a method for protecting biological material from cell-damaging 
factors by contacting the biological material with phosphotyrosine. Wherein, the 
biological material a tumor patient subjected to radiation therapy and/or chemotherapy. 

Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 

Ramsay et al. teach patients suffering from cutaneous T-cell lymphoma where 
treated with UV-B phototherapy and was found to be effective. (See abstract). 



Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 



Application/Control Number: 10/677,818 Page 7 

Art Unit: 1616 

Ramsay et al. does not teach the use of phosphotyrosine to protect the patient 
from cell damage caused by the UV-B radiation. This deficiency is cured by the 
teachings of Masaru et al. 

The teachings of Masaru et al. is disclosed above. 

Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art to apply a 

phosphotyrosine to the skin in order to prevent or improve conditions caused by 

exposure to UV light. One would have been motivated to do so because Masaru et al. 

teaches that UV light exposure causes certain skin conditions such as chloasma, 

freckles, and pigmentation in the skin after sunburn and that application of a 

composition comprising phosphotyrosine would help prevent or improve such a 

condition. For the foregoing reasons the instant method would have been obvious to 

one of ordinary skill in the art at the time of the instant invention. 

Response to Applicant's Arguments 

Applicant argues that there is not suggestion to combine Masaru et al. with 
Ramsay et al. Applicant's argument has been fully considered but found not be 
persuasive. In response to Applicant's argument that there is no suggestion to combine 
references, the Examiner recognizes that references cannot be arbitrarily combined and 
that there must be some reason why one skilled in the art would be motivated to make 
the purposed combination of primary and secondary references. In re Nomiya, 184 
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U.S.P.Q. 607 (CCPA 1975). However, there is no requirement that a motivation to make 
the modification be expressly articulated. The test for combining references is what the 
combination of disclosures taken as a whole would suggest to one of ordinary skill in the 
art. In re McLaughlin, 170 U.S.P.Q. 209 (CCPA 1971). References are evaluated by 
what they suggest to one versed in the art, rather than by their specific disclosures. In re 
Bozek, 163 U.S.PQ. 545 (CCPA 1969). In this case, one of ordinary skill who want to 
protect a patient's skin undergoing UV-B therapy (an ionizing radiation) for cancer (T- 
cell lymphoma) from developing cholasma, freckles, etc. would apply the composition 
taught by Masaru et al. One would be motivated to do so because Masaru et al. teach 
that a composition comprising phosphotyrosine will protect the skin being subjected to 
UV exposure from developing chlosma, freckles, and an abnormal production of 
melanin. For the foregoing reasons the claims 16 and 17 are rejection under 35 U.S.C. 
103(a). 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AN Soroush whose telephone number is (571) 272-9925. 
The examiner can normally be reached on Monday through Thursday 8:30am to 
5:00pm E.S.T. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
Supervisor, Johann Richter can be reached on (571) 272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Patent Examiner 
Art Unit: 1616 
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Primary Examiner, Art Unit 1616 



